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To describe what consultants examine
during the VFC Site Visit.

To identify the most common issues found
during site visits.

To help you prepare for the site visit.



ANhat is a Site Vis
A formal quality assurance visit to NC
Immunization Providers

Requirement for all Providers
Conducted every other year (or more

often) Q

Lasts ~ 1-3 hours Q9 e
P
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Evaluate the educational needs of
providers in order to support them with
meeting program requirements

Evaluate provider compliance with the NC
Immunization Program (NCIP) and Vaccines
for Children (VFC) Program

Ensure that VFC-eligible children receive
properly managed vaccine

Evaluate compliance with the NC-specific
Immunization Laws and Rules



The Provider Agreement form is the
provider's agreement to comply with all of
the conditions of the VFC Program




Local Health Department Agreement
Private Provider Agreement for NCIR Users
Private Provider Agreement for non-NCIR Users
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MNorth Carolina Immunization Program
LOCAL HEALTH DEPARTMENT VACCINE AGREEMENT

The papose of this agreernent 15 to authonze to recenve vaccines from the Morth Caroling Departrient of
Health and Humar Aces and the Vaceines for Children (VFC) Prograrm. The conditions of the agreemernt bisted below are
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PROVIDER VACCINE AGREEMENT

The puarpose of this agreeraent 15 to authonze 0 recelve vaccines from the Morth Caroling
TT ..,

Departrnent of Health and Hurnan Services and the Waccines for Children { VFC) Program. The conditions of the agreernent listed beloar are




Who Should Sign the Provider
Agreement?

Health Care Providers
licensed or otherwise
authorized for
administration of pediatric
vaccines under the law of
the State in which the
administration occurs.

Authorized HCP in NC
include MD's and DO's.
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Uninterrupted meeting time with the
vaccine contact staff

Current and past three months of vaccine
temperature logs where VFC vaccine is
stored

Access to all vaccine storage units,
includes temporary and permanent storage
where VFC vaccine is stored

Access to the circuit breaker
Vaccine management plan



Vaccine Information Statements (VISs)

DIPHTHERIA
TETANUS & VACC | N ES
PERTUSSIS

WHAT Y O U N EED K N OW

Many Vaccine Information Statcments arc available in Spanish and othor lacguagos, Soo W imunize, 0rg'vis,

ﬂ Why get va:cinated? Some children should not

get DTaP vaccine or should
Diphtheria, tetanus, and pertussis arve serious
disenses coused by bacterin, Diphilheris and perisss
are spread from person o person. Teranus enters the

bodv throweh cuts or weonnds with munor illnesses, such as a cold, may
SLEDS &) Ehliia v JLE ]

Bul childien who are moderalely
, , . - i shrttlé " " r mem g = Fr e IOV eT
DIPHTHERIA canacs a thick covering in the hack of the : I shendd 11-.11‘111'-. wait until ey recover

tliroat, g DTaF wvac




Borrowing and Replacement Report

North Carolina Immunization Program (NCIP) Vaccine Borrowing Report

Guidance:

IP providers are expected to maintain an adequate inventory of vaccine for both their state-eligible and private patients. State-supplied vaccine cannot be used
as a replacement system for a provider’s privately purchased vaccine inventory. The provider must assure that borrowing state-supplied vaccine will not prevent a
state-cligible child from receiving a needed vaceination because state-supplied vaccine was administered to a private patient. Bormowing would occur only when
there is lack of appropriate stock vaccine (state-supplied or provider-purchased) due to unexpected circumstances such as a delayed vaccine shipment, vaccine
gpoiled in-tramsit to provider, or new staff that calculated ordering time incorrectly. The reason cannot be provider planned borrowing from either the private stock
or the state-supplied stock,

Directions for use of this form:

When a provider has borrowed vaccine from one stock to administer to a child who is only eligible to receive vaccine from the other stock, this form must be
COMPLETELY FILLED OUT for each borrowing occurrence. Each vaceine a child receives must be listed on a separate row. As soon as the borrowed doses
of vaccine are replaced to the appropriate vaceine stock that date must be entered on this form. These borrowing rep must be kept as part of NCIP records for
three years and be made available to NCIP staff during a Site Visit. It is no longer necessary to fax the forms to the NCIP.

Please note: Timely replacement of vaccine to appropriate stoc thin 90 days) is required. Providers found 1o be borrowing doses more often than once per 12-
month period will be required to submit a Provider Improvement Plan to the NCIP.

Vaccine Patient Name/Patient Date Reason no appropriate stock vaccine Date vaccine
Borrowed Ident Bormmowed was available returned to
( {circle one | appropriate stock |
delayed 2. Private k non-viable on ammival
4. state order non-viabbe on arrival

nyed 2.Prive k non-visble on amival
r non-viabke on 2




Disaster Recovery Plan
Minimum Storage and Handling Guidelines

e1y Plan

MAME: COUNTY:
PERSON COMPLETING FORM: DATE:
(Disaster Recovery Plan must be reviewed and updated yearly. Document the date reviewedupdated on the plan)

vy plan. Inelod
t. Aco :mpleted Disaster Recovery Planis re qlu.t d to he pnsted on

[ l_‘Il: 1 provid
4 :.nni update t]u_- entire plan annually. Thw




The out of pocket administration fee
charged to non-Medicaid VFC eligible
patients.

Other fees in addition to an
administration fee for VFC eligible
patients.



Current Certificate of Calibration for
refrigerator and freezer thermometers.




Regional Immunization Nurse Consultants
for the North Carolina Immunization = : F

I Elzabeth Draper, RN Gall Baker, RN
Program (Office) 828-438-3781 i‘?‘}‘”’l-m-osst (Office) 252-459-3735
NC Division of Public Health (Fax) 828-438-3783 (Fax 919.:45.1,350 gFa",} ?,2?‘45«;-39;_3
Womens and Childrens Health Section (m) au’m'zm o (Cell) 252-406-7461

immunization Branch lorl.y.hali@d — - 331 baker@dhhs. nc.gov
Field Service Unit "

Gina Holland, RN

Gieghay
(Office) 828-652-8939 G = e
{Fax) 828-652-3499 S

(

(Cell) 828-606-5817 ‘ . Q @@ :L g
gina.holland@dhhs.nc.gov & ) ‘ E!ﬁﬂ

-4

Trisha Ott, RN
(Office) 704-538-8616
04-538-8618

B’Qh Moodovy., RN
patricia.ott@dhhs.nc.gov Tammy ony, {c';f'ges)uz’s.zr-?z‘:-azsz
(Office) 910;893-1036 \ (Fax) 252-224-1219
(Fax) 910-893-1046 (Cell) 252-808-5250
(Cedl) 919-218-5215

tammy. ®.dhhs.nc.Qov beth.meadows@dhhs.nc.gov

Last update January 14, 2013
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VFC Provicer Compliznos Site Visit Questionnaine
This Toem i 10 De compiaddd bry the pulic dadth oSaH whiis conduing he sis vist raviem . Sacton | of Tas Queshitnsgre is tha O
FRN0R00 for CoNAACHNg Tosing VIC prowvider complance 808 Wals Immenation Programs e required 10 e orpanide Ness sRnmrd guasions
i ther ecstng VIC ste vist prodocols and VEC prowder co.sie quesicarares. Sechoa il is baged on e Standad: of Pedahc Care
Date Ravener 5 Nama
Provide Sde Name:
PYovoer a0 ess
Conladt person
Teephons Nunter (&t ) FAX Number
Emai VEC Number
County
Vaccrs Menager Backwp
Note: An InCOrmect of INappropniats rspenss 10 any quastion In Secdeon | of Ba questionnal e autom acally regquires comective action
Al corrective acon plars should be sigaed by the YFC program staff and the provider offics.

How marnry providers &re practong & ths Sk?
The followng quashon shoukd be anawered poor 1o the a9 vist, 80 1ha findngs can b dsoussed dunng the ste vt

Are vaotine ornder s oons skl with mast currén! providss poolie?

SECTION I. VFC COMPUIANCE
hat i3 the vacone samnelirsion e charged 1o non-Madcard VEC egdks padenss (uninsured, Amencan InceniNa:ka Netve
under-rsured ff vaconaed al FOHCRMC)?

2 Under whal crounsiances is a child referred fo another oty for rmmunizatian serwoes?
(] Not apphcable chicren are never referred
[ ] Crild 15 underinsured r Vacong 15 unavatabe
I | Paren! 1 unabk 10 pay admnetaton fes | Parent 18 unabie 10 pay offos vt fes
L I




Remember!

The goal of the site
visit is to evaluate
the educational needs
of providers in order
to support them with
meeting program
requirements and to
ensure VFC eligible
children receive
properly managed
vaccine.
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For food/ beverage storage o vis touching glass sheif or dircty
. under cooling vent = 2 to 5 °C colder

Temperature fluctuations

Inadequate usable space

Improper air circulation

No storage in crisper drawers:
thermally isolated + floor level
runs cold. Remove drawers,
fill space with water bottles

Best storage practice — place vaccines in center fridge space, contained in original
packaging, inside designated storage trays positioned 2 to 3 in from refrigerator walls




Requirement: No DORM
Units!




Vaccine Storage Methods and Locations

DUAL ZONE PHARMACEUTICAL FREEZERLESS
NO vials touching glass shelf or directly | Avoid storage on top shelf — near cooling vent. First location to
under cooling vent = 2 to 5 °C colder exceed max allowed temp during outages.

No storage in crisper drawers: Manufacturer recommends 1to 2 °C colder
thermally isolated + floor level no floor storage, but vial TC than main

runs cold. Remove drawers, maintained at 2 to 8 °C fridge space

fill space with water bottles throughout testing

Best storage practice — place vaccines in center fridge space, contained in original
packaging, inside designated storage trays positioned 2 to 3 in from refrigerator walls




Mark multi-dose vials:

Date open Multi-dose vials are good until
their expiration date unless
Doses used otherwise noted In the

manufacturer package insert.
Label shelves/trays

{Fluzone' "0
y Y

:
. Wi et W
- Haswre ,/f :

N
- Fluvirin® " Flumist'
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Appropriate Refrigerator and Freezer

‘Distinguish private from state

‘Bottles of water in refrigerator
ral ‘Frozen coolant packs in freezer

Vaccines ‘Certified calibrated NIST

Between 35°F thermometer (middle with vaccine)
and 46°F (2°C

and 8°C)

Vaccines Between
S58"F and +5°F
(+50°C and -15°C)

&3

Stand-alone freezer

Stand-alone refrigerator
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Appropriate Refrigerator and Freezer:

No food or beverages
Vaccine not stored in door

Proper air circulation
MMR in the freezer

Refrigerator-only Unit
Stand-alone freezer

Almost all of the space is usable (inside dashed lines).
I /Pla(e vaccine in I | W/ Place vaccine in o —_— A
breathable plastic | \/No vaccine | . \ = ;
mesh baskets and X in doors. breathable PIaStIC | Do not block air
clearly label baskets S TP Tagl | [elBenEleg| (oL Jxg| (LTI H | mesh baskets and \/\vents with vaccine. [
by type of vaccine. ) [ iz g i 0\ clearly label baskets % Cold Pack ™= Cold Pack | boreroom——gur—r
o ) by type of vaccine.
I /Group vaccines by el ! =L B EH plastic trays or

L |

arou e IR N : ¢
pediatric, adolescent, I | . Y : | containers.
and adult types. %

- g \
P ™ grei @ 1] l V{Separate the VFC
/Separate the YFC : : o ' [i : ' ' " p= B vaccine SUPPI)’ from

. No food in .
v:lc:::elsurlﬁlgrht;tz:l S . refngen ator. | prlvately purchased
privately | as vaccine.

vaccine.

No vaccine in solid ‘

\

/ Keep baskets 2-3 »
inches from walls and A —E

No vaccine in drawers or
other baskets.

on floor of refrigerator.

ol |

their original boxes
until you are ready to

/Keep vaccines in
use them.




Rotate vaccine by expiration
date

Draw up at the time of
administration -
do not pre-draw

"DO NOT DISCONNECT" signs
on the outlet and circuit breaker

£
WARNING!
iADVERTENCIA!

Do not unplug the refrigeratorAreezer or
break circuit

No desenchufar el refrigeradorfcongelador
iNO DESENCHUFAR!

ni el interruptor de circuitos.

Expensive vaccine in storage.
Contiene costosas vacunas en almacenamiento.
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Temperatures: Read and document twice a day from a NIST
thermometer, even if using a monitoring system

Temperature Logs: Maintained for period of three years
Temperatures: Stable and within recommended range
Freezer: Between -50°C to -15°C (-58°F and +5°F)
Refrigerator: Between 2°C to 8°C (35°F and 46°F)
Report out of range temperatures immediately

(Satwday [ T T 0]
(Sunday [ | ]

Monday

I.
|
|
|
|
|
|
]
|
|
|



/ ;
Vaccine Administration Practices:

Administration fee to non-Medicaid VFC eligible
patients (out-of-pocket) is not greater than the
current Medicaid rate

If patient is unable to pay administration fee,
fee is waived

No office fee charged (in addition to an
administration fee) for an immunization only visit

No prerequisite (i.e. physical exam) prior to an
immunization only visit



Rotate Vaccines weekly
Reconcile inventory

Record vaccine at time of
administration

Orders are appropriate
based on enrolilment data

Vaccines are clearly labeled




Other Items:
Needle length for IM and SC injections
VAERS forms/reports adverse reactions

WEBSITE: www.vaers_ hhs.gov E-MAIL: Info@ vaers.org FAX:1-877-721-0366

VACCINE ADVERSE EUENT REPOR SYSTEM For CDC/FDA Use Only
24 Hour Toll-Free | ] j- G
P.O. Box 1100, &

Vaccine administered by (Name): Form completed by (Name):

Responsible Relation  OVaccine Provider O PatientParent

Facility Name/Address
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Screen and document VFC eligibility screening

every time a vaccine is administered

Provide all vaccines needed at every
encounter

Follow ACIP recommendations, current
vaccine schedule/immunization rules/laws

Document the relevant VIS publication date

Document the vaccine type, date of
administration, vaccine manufacture and lot
number, and site and route of administration

Screen for contraindications or precautions
Provide a certificate of immunization
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Record Review What are We Looking For?
Name of vaccine given
Date vaccine was given
Date VIS was given
Publication date of VIS
Name of vaccine manufacturer
Lot Number
Name and title of person who gave the vaccine
Address of clinic where vaccine was given
Site of administration
Route of administration
Histories are documented
Are all vaccines administered according to ACIP







Vaccine Transactions for:

* Date Entered [From: | E

* Date shot was given [From]: E : Cancel

User Name:| All User Names
Transaction Type:| All Transaction Types
Site Name: | All Sttes with inventory
Vaccine Groups: | All Vaccing Groups
Vaccine:| All Vaccines
Trade Name:| All Trade Names
Lot Number:| All Vaccine Lots

Display Last Records

NOTE: Fields marked with an asterisk * are required,




YVaccine Transaction Summary by Provider

Prowvider

|
|
|
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North Carolina Immunization Regiatry

Vaccine Accountability Report
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Vaccine Usace Renort

Trade ¥ame Fanding .00 1117 1315 19-24 2544 4544 65+ 'rmi[
Tepadis STATE 7 a
Pedasis STATE
Pazmcal STATE
EDEm STATE
e Ped 2 Dot SIATS
VAQTA-Puds ? Disin STATE

Ecgasie-B Padu STATE
PudaxETE STATE

Hebars STATE
Gasdasil STATE
STATE

STATE

STATE
STATE

CTATE

STATE
STATE

STATE
STATE

STATE

STATE
PRIVATE

STATE
Totals:
Chisnt Conmt::




North Carolina Department Health and Human Services
Division of Public Health

WASTED/EXPIRED VACCINE REPORT
Date Range From: To:

Pravider Name User Completing Form Six Digit PIN&
Provider Federal ID Number Phone Number Date Reporting

Please return all opened and unopened wasted/expired vaccines. Do not return drawn vaccine. Further instructions can be found at the end of the report.

T

Lot # “Total Doses | Reason Wasted "Preventive Action for Wasted or Explred |Date Wastage | Expiration Date | Date Received &
’ Wasted or ’ Doses Occurred or Initials

Expired Expired

Infaneix L !Tvay fell on the floor 0212812007 For Immunization
}md vials broke. Branch use only

[vaccine

Gardasil L« dropped and beoken on | push away from edoe of shelf 08222014
lab Noor

Vacecine Usage Report

]
o]
.




Manage Transfer

Menee Transter
Canceal

Transfer List
rventary Reconciliation Report J

Outbound Transfer

e o] senanargsie | reanyorgste [ ncecen ot

Mo Ouibound Transfer.

Inbound Transfer

ST T T T ST T S

und Transfer

Histonic Transier (1

She " o0 W e 5| Refresh List
--—-:

1" 111 10




Other Items:
Evidence of educational contact for immunizations

EMPLOYEE IMMUNIZATION
EDUCATIONAL ROSTER

Name of Continued Education Workshop! In-service! Video/Webheast/ Journal Sponsored | Version Contact CELs Hrs
Article or MMEW update By In person Hours

Omn-line

Webinar

Conference
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Administration fee charged to non-Medicaid
VFC eligible patients is greater than the fee
allowed

Misuse of state-supplied vaccine (intentional
or unintentional)

Current Coverage Criteria is not followed

Insured/Health Choice: Lack of private
vaccine

Vaccine administration errors: Use of DTaP
instead of Tdap for adults



Does not provide and/or stock age

appropriate required and/or recommend
vaccines for VFC children




Does not follow ACIP recommendations
Does not adhere to NC Immunization Rules/Laws

Improper needle
injection

ength for intramuscular

Figure 1. Recommended immunization schedule for persons aged 0 through 18 years - 2013.
OR THOSE WHO FALL BEHIND OR START LATE, SEE THE CATCH-UP SCHEDULE [FIGURE




VIS statements are outdated

Does not document the VIS
edition date and date VIS
provided

VACCINE INFORMATION STATEMENT

Your Baby’s First Vaccines
What You Need to Know

“four baby will get thess vas
oD Ok




Vaccine Storage: e

Written procedures for all areas
of vaccine storage and handling

Disaster Recovery Plan not
updated annually o oo

Temperatures out of range
No action taken
No written documentation of

V- ——

action taken WARNING!
Did not call the Immunization [t——""
BPG"Ch fOf' gUldOnCe :f:l;:ler:::ufarel refrigerador/congelador, e

A “Do Not Disconnect” sticker o ST,
was nhot on the circuit breaker




All findings will be reviewed
with the vaccine contact

Areas that need
improvement will be
discussed

Education will be provided to
improve :
vaccine services

Follow up recommendations/
requirements

will be reviewed




within a week of the visit
Summary of items that
need improvement

Providers have 30 days
to submit a Provider
Improvement Plan to the
NCIP




Follow your Provider Agreement and the
Immunization Law!

North Carolina Department of Health and Human Services Page 1 of 3
North Carolina Immunization Program
PROVIDER VACCINE AGREEMENT

North Carolina Immunization Law
General Statues of North Carolina










